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amendments). 

□ Previously submitted. If a final Office action is outstanding, any amendments filed after the final Office action may be 
considered as a submission even if this box i$ not checked. 



0 



I I Consider the arguments h the Appeal Brief or Refy Brief previously filed on 
I I Other, — 



Enclosed 

I | Amendrnenv&sply 

| | Affidavits)/ Declaration($) 



III. 
iv. 



f/j Information Disclosure Statement (IDS) 
I I Other Note: References to follow bv.mgjL 



Miscella neous [ 
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to ewecew) appllcauon. Confidentiality to governed by 35 U.S.O. 122 *nd 37 CFR M4. Thte collection is Estimated to t*K* 12 minutes to complete including 
gathering crtpsrlftg. and automating tha completed appftatfon form to the USPTO- Tim© vvai vary depending upon the individual i ewa. Any comrriCTrte On the 
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NO. 814 P, 5 



ATTORNEY DOCKET NO,: 2002334-0115 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Applicant: 
Serial No,: 



Caplan, et al. 
09/976,963 



Examiner: Weddington, K. 
Art Unit: 1514 



Filing Date: September 23, 2003 

Title- CONDUCTANCE OF IMPROPERLY FOLDED PROTEINS THROUGH 
THE SECRETORY PATHWAY AND RELATED METHODS FOR 
TREATING DISEASE 



Pursuant to the duty of disclosure under 37 C.F.R, §§1.56, 1.97 and 1.98, Applicant 
requests consideration of this Information Disclosure Statement. 
Type of Statement 

The present Information Disclosure Statement is: 

[X] An original Information Disclosure Statement; or 

[ ] A supplemental Information Disclosure Statement. 

Compliance with 37 CFR S 1.97 

The present Information Disclosure Statement as being filed: 

[ ] Pursuant to 37 CFR § 1 .97(b); no fee or certification is required: 

[ ] Within three months of the filing date of a national application other than 
a continued prosecution application under § 1 -53(d); 
Page 1 of 5 
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Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 




Certificate of Facsimile Transmission 



Sandra Saseagia — 

Typed or Primed Name of person signing eenificaie 



Sir: 



STATEMENT 
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[ ] Within three months of the date of entry of the national stage as set forth 

in § 1.491 in an international application; 
[ ] Before the mailing of a first Office action on the merits; or 
[X] Before the mailing of a first Office action after the filing of a request for 

continued examination under § 1.114. 
[ ] Pursuant to 37 CFR § 1 -97(c) after the dates listed above but before the mailing 
date of any of a final action under § 1 .1 1 3, a notice of allowance under § 1 .31 1 , or 
an action that otherwise closes prosecution in the application; Applicant hereby 
either: 

\ 1 Certifies that either. 

\ 

[ J each item of infomaation contained in the information disclosure 
statement was first cited in any communication from a foreign 
patent office in a counterpart foreign application not more than 
three months prior to the filing of the information disclosure 
statement; or 

[ ] That no item of information contained in the information 

disclosure statement was cited in a communication from a foreign 

patent office in a countejpart foreign application, and, to the 

knowledge of the person signing the certification after making 

reasonable inquiry, no item of information contained in the 

information disclosure statement was known to any individual 

designated in § 1.56(c) more than three months prior to the filing of 

the information disclosure statement.; or 

[ ] Includes herewith the fee set forth in § 1 .17(p). 

Page 2 of 5 
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[ J Pursuant to 37 CFR § 1 .97(d), after the mailing date of any final action under 
§ 1.113, a notice of allowance under §1.311, or an action that otherwise closes 
prosecution in the application; Applicant hereby both: 
[ ] Certifies that either. 

[ ] each item of information contained in the information disclosure 
statement was first cited in any communication from a foreign 
patent office in a counterpart foreign application not more than 
three months prior to the filing of the information disclosure 
statement; or 

[ ] That no item of information contained in the information 

disclosure statement was cited in a communication from a foreign 

patent office in a counterpart foreign application, and, to the 

knowledge of the person signing the certification after making 

reasonable inquiry, no item of information contained in the 

information disclosure statement was known to any individual 

designated in § 1.56(c) more than three months prior to the filing of 

the information disclosure statement,; and 

[ ] Includes herewith the fee set forth in § 1.i7(p), 

Content of the Information Disclosure Statement 

Applicant hereby makes of record in the above-identified application the reference(s) 

listed on the attached form PTO-1449 (modified). The order of presentation of the references 

should not be construed as an indication of the importance of the references. 

Applicant includes copies of references as indicated below: 

[ ] A copy of each cited reference not indicated with an asterisk is included; 

Page 3 of 5 
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I ] Copies of references indicated with an asterisk on the attached form PTO- 1 449 
are not included pursuant to 37 CFR § 1.98(d) because they were previously 
provided to the United States Patent Office in an Information Disclosure 
Statement that complies with 37 CFR § 1.98(a)-(c) and was submitted in the 
following patent application that is relied upon in the present case for an earlier 
effective filing date under 35 USC § 120: 



Serial Number 


Filing Date 


Status 









[ ] Copies of English translations of one or more non-English references axe 
included. 

[X] The present Information Disclosure Statement is being filed as a submission 

accompanying a Request for Continued Examination, The Request for Continued 
Examination, the PTO- 1449, and the present Statement are being submitted by 
facsimile. Copies of the references will follow shortly by mail, along with a copy 
of the present Statement and PTCM449. 

Applicant hereby makes the following additional information of record in the above- 
identified application: 

Applicant certifies that the Information Disclosure Statement either: 

[ ] Does not contain non-English language citations; 

[ ] Does contain non-English language citations, of which the following is a concise 
explanation: 

[ ] Includes one or more translations of a non-English citation. 
Remarks 
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The submission of this Information Disclosure Statement should not be construed as a 
representation that a search has been made. 

The submission of this Information Disclosure Statement shall not be construed to be an 
admission that the information cited in the statement is, or is considered to be, material to 
patentability as defined in § 1.56(b) . 

The submission of this Information Disclosure Statement shall not be construed as a 
representation that the information cited in the Statement is, or is considered to be ? in fact, prior 
art as defined by 35 U.S.C. §102. 

It is respectfully requested that: 

1 . The Examiner consider completely the cited information, along with any other 
information, in reaching a determination concerning the patentability of the present claims; 

2. The enclosed form PTO-1449 be signed by the Examiner to evidence that the 
cited patent(s) and publication's) has (have) been fully considered by the Patent and Trademark 
Office during the examination of this application; and 

3- The citations for the patent(s) and publication(s) be printed on any patent which 
issues from this application. 

Notwithstanding any statements by Applicants, the Examiner is urged to form his or her 
own conclusions regarding the relevance of the cited reference(s). 

Respectfully submitted, 



CHOATE, HALL & STEWART 
Exchange Place 
53 State Street 

Boston, Massachusetts 02109 
(617)248-5000 

3676249_J.DOC 
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Dated; April 5, 2004 




Monica R. Gerber 
Registration No. 46 7 724 
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Patent and Trademark Office 
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DISCLOSURE STATEMENT 



Atty. Docket: 
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In re Application No. 
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Applicant: Caplan et al. 



Filing Date: 
October 12, 2001 



Group: 1614 
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Class 
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435 
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435 
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435 
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Cheng et al. 
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514 
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435 
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June 17, 1997 
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Form PTO-1449 U.S. Department of Commerce 
(HW &-83> Patent and Trademark Office 

INFORMATION 
DISCLOSURE STATEMENT 


Atty. Docket 
2002834-0115 


In re Application No. 
09/976,963 


Annlicant; Caplanerc/. 


Filing Date: 
October 12, 2001 


Group: 1614 


... 

TrnuFTriN PATF.lMT TlOCTJMENTS _ 


Examiner's 
Initials 


Document No. 


Country 


Date 


Translation 


Yes 


No 




WO 00/70949 


PCT 


30 November 2000 








WO 00/24391 


PCT 


02 May 2000 








WO 98/37878 


PCT 


03 September 1998 








WO 95/12420 


PCT 


11 May 1995 








WO 95/07933 


PCT 


23 March 1995 








WO 95/05810 


PCT 


02 March 1995 








WO 93/13768 


PCT 


22 My 1993 






Examiner's 
Initials 


OTHER DOCUMENTS 

(Including Author, Title, Date, Pertinent Pages, Etc.) 




Adkins, et al., Biochem. J., 352: 929-933, 2000. 




Amara, et al., "Intracellular Protein Trafficking Defects in Human Disease", Trends m Cell 
Biology, 2: 145-149, 1992. 




Amnion, et al., "Pharmacology of Curcuma Longa" Planta Med. 57:1-7, 1991. 




Araujo, et al., "Biological Activities of Curcuma Longa L." Mem. Inst. Oswaldo Cruz. 96:723- 
728,2001. 




Ara&ijo, et al., "Potentiation by Turmeric and Curcumin of Gamma-Radiation-Ihduced 
Chromosome Aberrations in Chinese Hamster Ovary Cells", Teratog. Carcinog. Mutagen., 
19(1):9-18, 1999. 


— 


Asai, et al., Occurrence of Orally Administered Curcuminoid as Glucuronide and 
Glucuronide/Sulfate Conjugates in Rat Plasma", Life Sciences, 67:2785-2793, 2000. 




Bargon, et al., "Down-Regulation of Cystic Fibrosis Transmembrane Conductance Regulator 
Gene Expression by Agents mat Modulate Intracellular Divalent Cations", Modular and 
Cellular Biology, 12(4): 1872-1878, 1992. 




Barmatz, et al., IntRev Cytol. 183: 185-270, 1998, 




Basavappa et al., "Cr and K" Transport in Human Biliary Cell Lines", Gastroenterology, 
104(6): 1796-1805, 1993. 




Beavo, et al., "Primary Sequence of Cyclic Nucleotide Phosphodiesterase Isozymes and the 
Design of Selective Inhibitors" Trends Pharmacol Sciences, 11:150, 1990. 



PAGE 11/22 * RCVD AT 4/512004 4:22:04 PM [Eastern Daylight Time] ' SVR:USPT0-EFXRF-1/5 * DNIS:8729306 * CSID:617 248 4000 1 DURATION fmm-ss):0746 



APR. 5.2004 4:19PM CHOATE HALL & STEWART 6172484000 NO. 814 P. 12 



Form PTO-1449 U.S, Department of Commerce 
fRFV 8-S3 7 * Patent and Trademark Office 

INFORMATION 
DISCLOSURE STATEMENT 


Atty. Docket: 
2002834-0115 


In re Application No. 
09/976,963 


Applicant: Caplan efa/. 


Filing Date: 
October 12, 2001 


Group: 1614 




Bell, et al., "T84 Cells; Ajaion Selectivity Demonstrates Expression 01 Ui ^onduciance 
Affected in Cystic Fibrosis", Am, 1 Physiol 262; C555-CS62, 1992. 




Beith, Front. Matrix Biol. 6: 1-4, 1978. 




Berridge, M.J., "Inositol Triphosphate and Calcium Signalling", Nature, 361: 315-325, 1993. 




Berridge, "The Biology and Mediae of Calcium Signalling", Mol Cell Endocnn, 98: 1 19-124, 
1994. 




Beutler, et al., "Mutation Analysis in Hereditary Hemochromatosis", Blood Cells Mol. Dis., 22. 
187-194, 1996. 




Bhavanishankar, et al, "Toxicity Studies on Turmeric -Long Term Toxicity Studies in Albrno 
Rats and Monkeys", Journal of Food Science and Technology, India* 23(5):287-290, 1986. 




Bhavanishankar, et al., Reproductive Response o 
Extract", Journal of Food Science andTechnolog 


f Rats Fed Tuxraeric and its Alcoholic 

y, India. 24(1): 45-49, 1987. 

ic Oleoresin in Pigs", Food Chem. Toxicol 




Bille, et al., "Subchronic Oral Toxicity of Turmei 
23(11):967-973,1985. 




Bilmen, et al., ''Inhibition of the SERCA Ca 2+ Pumps by Curcumm. Cuxcumm Putatively 
Stabilizes the Interaction Between the Nucleotide-Binding and Phosphorylation Domains in the 
Absence of ATP", Eur. J. Biochem^ 268:6318-6327, 2001. 




Boucher, "What Can We Expect for Cystic Fibrosis", Drugs, 43(4): 431-439, 1992. 




Brantly et al., Am. J, Med. 84: 13-31, 1988. 




Brenan, et al., Automated Fluorometric Assay for T Cell Cytotoxicity,/ Immmo. Methods, 
112: 121-131, 1988. 




Brennan, et al., "Cystic Fibrosis", Curr Opin Infect Dis., 15(2): 175-182, 2002. 




Brihaye, et al., "Chronic Rhinosinusitis in Cystic Fibrosis (Mucoviscidosis)", Acta Oto-Rhino- 
Laryngologica Belg., 51 : 323-337, 1997. 




Bychkova, et al., FEBS Letter, 359:6-8, 1995, 




Carrell, et al., Proteinase Inhibitors 




Chao, et al., "Calcium-and CaMKH- Dependent Chloride Secretion Induced by the Microsomal 
Ca 2+ ATPase Iohibitor 2,5-DKTert-Butyl)-l 5 4-Hydroquinone in Cystic Fibrosis Pancreatic 
Epithelial Cells", 7. Clin. Invest. 96:1794-1801, 1995. 




Cheek, T.R. "Calcium Regulation and Homeostasis", Curr. Opin. Cell Biol 3: 199-205, 1991. 




Cheng, et al., "Phase 1 Clinical Trial of Curcumin, A Chemopreventive Agent", in Patients with 
High-Risk of Pre-Malignant Lesions", Anticancer Research, 21: 2895-2900, 2001. 
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Form PTCM449 
(REV. 8-83) 



U.S. Department of Commerce 
Patent and Trademark Office 



INFORMATION 
DISCLOSURE STATEMENT 



Atty. Docket: 
2002834-0115 



In re Application No. 
09/976,963 



Applicant: Caplangfa/. 



Filing Date: 



Group: 1614 





Cheng, et aL, Defective Intracellular lransport ana .Processing 01 jus. is ine ivxoieLuiar oasis 
of Most Cystic Fibrosis", Cell, .63:827-334, 1990. 




Chill aron, et al- 5 An intracellular iraijuCKing Jjeieci in xypo 1 ^ysnnuiiarr>i\i lviuidnLb 
M46T and 467K", J. Biol Chem. 272(14): 9543-9549, 1997. 




Choudhuxy, et al., Intracellular Association Jtfetween UL/x'-iJiucose. uiycoproiern 
Glucosyltransferase and an Incompletely Folded Variant of ai -Antitrypsin", The Journal of 
Biological Chemistry, 272(20): 13446-13451, 1997. 




Chnstensen, et al., "Derivatives of Thapsigargin as Probes of its Binding bite on bnaoplasmic 
Reticulum Ca 2+ ATPase" Federation of European Biochemical Societies, 335(3): 345-348, 




Clark, et aL, "Effects of Thapsigargin, an Intracellular Calcium-Mobilizing Agent, on Synthesis 
and Secretion of Cartilage Collagen and Proteoglycan"* Journal of Orthopaedic Research, 
12:601-611,1994. 




Cohn, et al., "Characterization of the Cystic Fibrosis Transmembrane Conductance Regulator in 
a Colonocyte Cell Unz"J>roc. Nat Acad. ScU 89: 2340-2344, 1992. 




Commandeur, et aL, "Cytotoxicity and Cytoprotective Activities of Natural Compounds", The 
Case Cxn:cuxnm l \Xenobiotica 7 26(7): 667-680, 1996. 




Cooper, et al,, "Analysis of Curcuminoids by High-Performance Liquid Chromatography", 
Food Phytochemicals II: Teas, Spices, and Herbs, ACS Symposium Series", American 
Chemical Society, Washington, DC 231-236, 1994, 




Courtois, et aL, "A Tyrosine-Based Signal Targets H/K-ATPase to a Regulated Compartment 
and is Required for the Cessation of Gastric Acid Secretion", Cell, 90: 501-510, 1997, 




Crawford, et al- 7 ^Immunocytochemical Localization of the Cystic Fibrosis Gene Product 
CFTR*. Proa Nat Acad ScU 88: 9262-9266, 1991. 




Cronin, J.R-, "The Biochemistry of Alternative Medicine. Curcumin: Old Spice is a New 
Medicine 1 ', Alternative & Complementary Therapies (United States), 91:34-38, 2003. 




Dalemans, et al., "Altered Chloride Ion Channel Kinetics Associated with the F508 Cystic 
Fibrosis Mutation", Nature, 354:526-528, 199L 




Davis, et al., "Cystic Fibrosis", Am. J. Respir, Cnt Care Med, 154: 1229-1256, 1996. 




Demars, et al., "Mutations that Impair a Posttranscriptional Step in Expression of HLA-A and - 
B Axitigens" PNAS, 82; 8183-8187, 1985. 




Deodhar, et al„ "Preliminary Studies on Antirheumatic Activity of Curcumin (Diferuloyl 
Methane). Ind J Med. Res, 71: 632-634, 1980, 




Deshpande, et al., "Subchronic Oral Toxicity of Turmeric and Ethanolic Turmeric Extract in 
Female Mice and Rats", Toxicology Letters (Shannon). 95(3): 183-193, 1998. 




Egan, et al., '"Differential Expression of ORCC and CFTR Induced by Low Temperature in CF 
Airway Epithelial Cells" Am. L Physiol. 268: C243-C251, 1995. 
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